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Status of Application/Amendment/Claims 

Applicant's response filed September 16, 2004 has been considered. Rejections and/or 
objections not reiterated from the previous office action mailed June 17, 2004 are hereby 
withdrawn. The following rejections and/or objections are either newly applied or are reiterated 
and are the only rejections and/or objections presently applied to the instant application. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Specification 

The amendment filed January 10, 2002 is objected to under 35 U.S.C 132 because it 
introduces new matter into the disclosure, for the same reasons as cited in the Official action 
mailed June 17, 2004 35 U.S.C. 132 states that no amendment shall introduce new matter into 
the disclosure of the invention. The added material which is not supported by the original 
disclosure is as follows: the reference that variables Ri and Rj may be taken separately or 
together, and are selected separately or together from the group consisting of alkyl, steroid, or 
lipid. 

Applicants argue that "More recent advances in the structure and synthesis of PNAs are 
illustrated in WO 93/12129 and U.S. Patent 5,539,082, issued July 23, 1996, the contents of both 
being herein incorporated by reference", serves to direct particular attention to specific portions 
of the referenced document where the subject matter being incorporated may be found. This is 
not agreed, with because this reference is considered generic, and is not considered to direct one 
of skill with any precision to the entities that were contemplated from the referenced 
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document teaching the instantly added alkyl, lipid or steroid moieties. Thus, under the 

guidelines of M.P.E.P. § 608.0 l(p), the addition to the specification of alkyl, lipid and steroid 
from the application corresponding to U.S. Patent No. 5,539,082 is considered to constitute new 
matter. 

Applicant is required to cancel the new matter in the reply to this Office Action. 

Response to Arguments, Double Patenting 

Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 1 of U.S. Patent No. 5,773,571. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
structure of patented claim 1 claims encompasses the instantly claimed chemical structure of 
claims 23 and 24, for the same reasons as that cited in the Official action mailed June 17, 2004. 

Applicants have argued that the linking moiety between "A" and "J" of the issued '571 
patent (i.e., -C(0)CH2) is different from the instant composition, because only structure lib 
could provide such a linking moiety, which applicants argue is impossible because the 571 
patent, further requires that compositions having formula lib linkers have either at least one "A" 
group of formula (lie) or that at least one of y or z is not 1 or 2. Applicants argue that each of 
these limitations places the claims in the '571 patent outside the instant claims, because claims 
23 and 24 are not directed to compounds that include a linker of formula lie, or have a structure 
where "y" or "z" from claim 1 of the 571 patent are not 1 and 2. 
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This is position is not adopted, because the instantly claimed structure can be envisioned 
when at least one of y or z is not 1 or 2, contrary to applicants arguments. For example, condition 

"(c)" of claim 1 states that in order for said condition to be in effect, that 

"(c) A is a group of formula (Ila), or (lib), J is N or R 3 !^, provided at least one of y or z 
is not 1 or 2"... 

3 + 

However, when A=IIb, and J=R N , where R3 is taken to be Cl-alkyl, and where z=0, 
and y^3, all the limitations of this condition and the claim in general are met, and the patented 
structure thus embraces the instant claim 23. Furthermore, since the disclosure describes 
preferred embodiments in liposomes and pharmaceutically acceptable diluents thereof, all claim 
limitations of claims 23 and 24 are considered to be met. The rejection is therefore maintained. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

1 . Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 1 of U.S. Patent No. 5,700,922. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 



structure of patented claim 1 encompasses the instantly claimed structure of claim 23. 
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Claims 23 and 24 are drawn to PNA oligos up to 30 units long that comprise an "L" 

moiety which consists of a naturally occurring or non-naturally occurring nucleobase, an "R " 
moiety which consists of the side chain of a naturally occurring or non-naturally occurring amino 
acid, an "R h " moiety which consists of one of OH, NH2, or NHLysNH2, and "R 1 " and "R j " 
moieties, which are independently a fluorescent group or a lipophilic group, or when Ri and Rj 
are taken together, are a lipophilic group. 

Patented claim 1 claims structure I, which has an "L" moiety that is a nucleobase and 
corresponds to the nucleobase "L" moiety of instant claim 23. Patented claim 1 also contain "A" 
and "B" moieties, wherein the "A" moiety may be a carboxyl derived from structure lib where Y 

12 3 

is a single bond, r is zero, s is 1, R and R are both H, and wherein "B" is R N which is an N- 
C2-alkyl, whereby "A" and "B" thus correspond to the NCO structure of the instant claim 23 
which links "L" to the peptide backbone. Patented claim 1 further contains a "C" moiety which 
may be a C-linked to the side chain of a naturally occurring amino acid and thus corresponds to 
the R moiety of the instant claim 23. Finally, where D" is selected as zero, "G" is selected as - 
NR 3 CO- where R 3 is H, "Q" is selected as -C0 2 H-, and "I" is a steroid, the structure of instant 
claims 23 is considered to be taught. Since the disclosure describes preferred embodiments in 
liposomes and pharmaceutically acceptable diluents thereof, all claim limitations of claims 23 
and 24 are considered to be met. 

2. Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 19 of U.S. Patent No. 6,451,968. Although 
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the conflicting claims are not identical, they are not patentably distinct from each other because 
the structure of patented claim 19 encompasses the instantly claimed structure of claim 23. 
Claims 23 and 24 are drawn to the invention as described above. 

Patented claim 19 claims structure I, which has an "L" moiety which is a nucleobase and 
corresponds to the nucleobase "L" moiety of instant claim 23. Patented claim 19 also contains 
"A" and "B" moieties, wherein the "A" moiety may be a carboxyl derived from structure lib 
where Y is a single bond, r is zero, s is 1, R and R are both H, and wherein "B" is R N which is 
an N-C2-alkyl, whereby "A" and "B" thus correspond to the NCO structure of the instant claim 
23 which links "L" to the peptide backbone. Patented claim 19 further contains a "C" moiety 
which may be a C- linked to the side chain of a naturally occurring amino acid and thus 
corresponds to the R 7 moiety of the instant claim 23. Finally, where "D" is selected as zero, "G" 
is selected as -NR 3 CO- where R 3 is H, "Q" is selected as -C0 2 H-, and "I" is a steroid, the 
structure of instant claims 23 is considered to be taught. Since the disclosure describes preferred 
embodiments in liposomes and pharmaceutically acceptable diluents thereof, all claim 
limitations of claims 23 and 24 are considered to be met. 

3. Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 3 of U.S. Patent No. 6,165,720. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
structure of patented claim 3 encompasses the instantly claimed structure of claim 23. 

Claims 23 and 24 are drawn to the invention as described above. 

Claim 3 of the '720 patent claims PNA compounds conjugated to a fluorescent label, 
which is considered to embrace the instant invention, because the instant invention is essentially 
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drawn to a PNA oligo conjugated to an amino acid labeled with a fluorescent group, and/or a 
lipophilic group. The specification also contemplates such compounds in liposomes. 

4. Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 1 and 5 of U.S. Patent No. 6,350,853. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because the structure of patented claims 1 and 5 encompass the instantly claimed structure of 
claim 23. 

Claims 23 and 24 are drawn to PNA oligos up to 30 units long that comprise an "L" 
moiety which consists of a naturally occurring or non-naturally occurring nucleobase, an "R " 
moiety which consists of the side chain of a naturally occurring or non-naturally occurring amino 
acid, an "R h " moiety which consists of one of OH, NH2, or NHLysNH2, and "R i,? and "R J " 
moieties, which are independently a fluorescent group or a lipophilic group, or when Ri and Rj 
are taken together, are a lipophilic group. Claim 24 is drawn to the same structure in a liposome. 

Patented claim 1 claims PNA oligos up to 30 units long that comprise an "L" moiety 
which consists of a naturally occurring or non-naturally occurring nucleobase, an "R " moiety 
which consists of the side chain of a naturally occurring or non-naturally occurring amino acid, 
an a R h " moiety which consists of one of OH, NH2, or NHLysNH2, and "R 1 " and "R j " moieties, 
which are independently or taken together an alkyl lipid or steroid, which are considered 
lipophilic groups. Patented claim 5 teaches the instant structure in a liposome. The patented 
claims thus anticipate the instant claims. 

5. Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 9 of U.S. Patent No. 5,837,459. Although the 
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conflicting claims are not identical, they are not patentably distinct from each other because the 
structure of patented claim 9 encompasses the instantly claimed structure of claim 23. 

Claims 23 and 24 are drawn to PNA oligos up to 30 units long that comprise an "L" 
moiety which consists of a naturally occurring or non-naturally occurring nucleobase, an "R " 
moiety which consists of the side chain of a naturally occurring or non-naturally occurring amino 
acid, an "R h " moiety which consists of one of OH, NH2, or NHLysNH2, and "R 1 " and "R j " 
moieties, which are independently a fluorescent group or a lipophilic group, or when Ri and Rj 
are taken together, are a lipophilic group, and to compositions comprising diluents or liposomes. 

Patented claim 9 claims formula I, which has an "L" moiety which is a nucleobase and 
corresponds to the nucleobase "L" moiety of instant claim 23. Patented claim 9 also contains "A" 
and "B" moieties, wherein the "A" moiety may be a carboxyl derived from structure lib where Y 
is a single bond, r is zero, s is 1, R and R are both H, and wherein "B" is R N which is an N- 
C 2 -alkyl, whereby "A" and "B" thus correspond to the NCO structure of the instant claim 23 
which links "L" to the peptide backbone. Patented claim 9 further contains a "C" moiety which 
may be a C-linked to the side chain of a naturally occurring amino acid and thus corresponds to 
the R 7 moiety of the instant claim 23. Finally, where "D" is selected as zero, "G" is selected as - 
NR 3 CO- where R 3 is H, "Q" is selected as -C0 2 H-, and "I" is a steroid, the structure of instant 
claims 23 is considered to be taught. Since the disclosure describes preferred embodiments in 
liposomes and pharmaceutical^ acceptable diluents thereof, all claim limitations of claims 23 
and 24 are considered to be met. 

6. Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 9 of U.S. Patent No. 5,874,213. Although the 
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conflicting claims are not identical, they are not patentably distinct from each other because the 
method of claim 26 uses a structure which encompasses the instantly claimed structure of claim 
23. 

Claims 23 and 24 are drawn to the invention as described above. 

Patented claim 26 claims formula I, which has an "L" moiety which is a nucleobase and 
corresponds to the nucleobase "L" moiety of instant claim 23. Patented claim 26 also contains 
"A" and "B" moieties, wherein the "A" moiety may be a carboxyl derived from structure lib 
where Y is a single bond, r is zero, is 1, R 1 and R 2 are both H, and wherein "B" is R 3 N which is 
an N-C 2 -alkyl, whereby "A" and a B" thus correspond to the NCO structure of the instant claim 
23 which links "L" to the peptide backbone. Patented claim 26 further contains a "C" moiety 
which may be a C-linked to the side chain of a naturally occurring amino acid and thus 
corresponds to the R moiety of the instant claim 23. Finally, where "D" is selected as zero, "G" 
is selected as -NR 3 CO- where R 3 is H, "Q" is selected as -C0 2 H-, and "F is a steroid, the 
structure of instant claims 23 is considered to be taught. Since the disclosure describes preferred 
embodiments in liposomes and pharmaceutically acceptable diluents thereof, all claim 
limitations of claims 23 and 24 are considered to be met. 

7. Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 1 of U.S. Patent No. 6,610,650. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
method of claim 1 uses a structure which encompasses the instantly claimed structure of claim 
23. 

Claims 23 and 24 are drawn to the invention as described above. 
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Patented claim 1 claims formula I, which has an "L" moiety which is a nucleobase and 
corresponds to the nucleobase "L" moiety of instant claim 23. Patented claim 1 also contains "A" 
and "B" moieties, wherein the "A" moiety may be a carboxyl derived from structure lib where Y 
is a single bond, r is zero, s is 1, R 1 and R 2 are both H, and wherein "B" is R 3 N which is an N- 
C 2 -alkyl, whereby "A" and "B" thus correspond to the NCO structure of the instant claim 23 
which links "L" to the peptide backbone. Patented claim 1 further contains a "C" moiety which 
may be a C-linked to the side chain of a naturally occurring amino acid and thus corresponds to 
the R 7 moiety of the instant claim 23. Finally, where "D" is selected as zero, "G" is selected^as - 
NR 3 CO- where R 3 is H, "Q" is selected as -C0 2 H-, and "I" is a steroid, the structure of instant 
claims 23 is considered to be taught. Since the disclosure describes preferred embodiments in 
liposomes and pharmaceutical^ acceptable diluents thereof, all claim limitations of claims 23 
and 24 are considered to be met. 

8. Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 9 of U.S. Patent No. 6,395,474. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
structure of patented claim 1 claims encompasses the instantly claimed structure of claim 23. 

Claims 23 and 24 are drawn to PNA oligos up to 30 units long that comprise an "L" 
moiety which consists of a naturally occurring or non-naturally occurring nucleobase, an "R " 
moiety which consists of the side chain of a naturally occurring or non-naturally occurring amino 
acid, an "R h " moiety which consists of one of OH, NH2, or NHLysNH2, and "R 1 " and "R J " 
moieties, which are independently a fluorescent group or a lipophilic group, or when Ri and Rj 
are taken together, are a lipophilic group, and to compositions comprising diluents or liposomes. 
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Patented claim 1 claims formula I, which has an "L" moiety which is a nucleobase and 
corresponds to the nucleobase "L" moiety of instant claim 23 . Patented claim 9 also contains "A" 
and "B" moieties, wherein the "A" moiety may be a carboxyl derived, from a structure where Y 
may be a single bond, r may be zero, s may be 1, R 1 and R 2 may be both H, and wherein "B" is 
R 3 N which may be an N-C 2 -alkyl, whereby "A" and "B" thus correspond to the NCO structure 
of the instant claim 23 which links "L" to the peptide backbone. Patented claim 9 further 
contains a "T" moiety which may be a C-linked to the side chain of a naturally occurring amino 
acid and thus corresponds to the R 7 moiety of the instant claim 23. Finally, where "D" is selected 
as zero, "G" is selected as -NR 3 CO- where R 3 is H, "Q" is selected as -C0 2 H-, and "I" is a 
steroid, the structure of instant claims 23 is considered to be taught. Since the disclosure 
describes preferred embodiments in liposomes and pharmaceutically acceptable diluents thereof, 
all claim limitations of claims 23 and 24 are considered to be met. 

9. Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 1 of U.S. Patent No. 6,451,968. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
structure of patented claim 1 claims encompasses the instantly claimed structure of claim 23. 

Claims 23 and 24 are drawn to PNA oligos up to 30 units long that comprise an "L" 
moiety which consists of a naturally occurring or non-naturally occurring nucleobase, an "R 7 " 
moiety which consists of the side chain of a naturally occurring or non-naturally occurring amino 
acid, an "R h " moiety which consists of one of OH, NH2, or NHLysNH2, and "R 1 " and "R j " 
moieties, which are independently a fluorescent group or a lipophilic group, or when Ri and Rj 
are taken together, are a lipophilic group, and to compositions comprising diluents or liposomes. 
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Patented claim 1 claims formula I, which has an "L" moiety which is a nucleobase and 
corresponds to the nucleobase "L" moiety of instant claim 23. Patented claim 1 also contains "A" 
and "B" moieties, wherein the "A" moiety may be a carboxyl derived from structure lib where Y 
is a single bond, r is zero, s is 1, R and R are both H, and wherein "B" is R N which is an N- 
C2-alkyl, whereby "A" and "B" thus correspond to the NCO structure of the instant claim 23 
which links "L" to the peptide backbone. Patented claim 1 further contains a "C" moiety which 
may be a C-linked to the side chain of a naturally occurring amino acid and thus corresponds to 
the R moiety of the instant claim 23. Finally, where "D" is selected as zero, "G" is selected as - 

3 3 

NRXO- where R J is H, "Q" is selected as -C0 2 H-, and "I" is a steroid, the structure of instant 
claims 23 is considered to be taught. Since the disclosure describes preferred embodiments in 
liposomes and pharmaceutically acceptable diluents thereof, all claim limitations of claims 23 
and 24 are considered to be met. 

10. Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 9 of U.S. Patent No. 6,713,602. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
method of producing the structure of patented claim 1 claims encompasses the instantly claimed 
structure of claim 23. 

Claims 23 and 24 are drawn to PNA oligos up to 30 units long that comprise an "L" 
moiety which consists of a naturally occurring or non-naturally occurring nucleobase, an "R " 
moiety which consists of the side chain of a naturally occurring or non-naturally occurring amino 
acid, an "R b " moiety which consists of one of OH, NH2, or NHLysNH2, and "R*" and "R j " 
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moieties, which are independently a fluorescent group or a lipophilic group, or when Ri and Rj 
are taken together, are a lipophilic group, and to compositions comprising diluents or liposomes. 

Patented claim 1 claims a process for making formula I, which has an "L" moiety which 
is a nucleobase and corresponds to the nucleobase "L" moiety of instant claim 23. Patented claim 
9 also contains "A" and "B" moieties, wherein the "A" moiety may be a carboxyl derived from a 
structure where Y may be a single bond, r may be zero, s may be 1, R 1 and R 2 may be both H, 
and wherein "B" is R 3 N which may be an N-C 2 -alkyl, whereby "A" and "B" thus correspond to 
the NCO structure of the instant claim 23 which links "L" to the peptide backbone. Patented 
claim 9 further contains a "T" moiety which may be a C-linked to the side chain of a naturally 
occurring amino acid and thus corresponds to the R 7 moiety of the instant claim 23. Finally, 
where "D" is selected as zero, "G" is selected as -NR 3 CO- where R 3 is H, "Q" is selected as - 
C0 2 H-, and "I" is a steroid, the structure of instant claims 23 is considered to be taught. Since 
the disclosure describes preferred embodiments in liposomes and pharmaceutical^ acceptable 
diluents thereof, all claim limitations of claims 23 and 24 are considered to be met. 
1 1 . Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 1 of U.S. Patent No. 6,228,982. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 

i 

structure of patented claim 1 encompasses the instantly claimed structure of claim 23. 

Claims 23 and 24 are drawn to PNA oligos up to 30 units long that comprise an "L" 
moiety which consists of a naturally occurring or non-naturally occurring nucleobase, an "R 7 " 
moiety which consists of the side chain of a naturally occurring or non-naturally occurring amino 
acid, an "R h " moiety which consists of one of OH ? NH2, or NHLysNH2, and "R'" and "R j " 
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moieties, which are independently a fluorescent group or a lipophilic group, or when Ri and Rj 
are taken together, are a lipophilic group, and to compositions comprising diluents or liposomes. 

Patented claim 1 claims formula 1, which has an "L" moiety which is a nucleobase and 
corresponds to the nucleobase "L" moiety of instant claim 23. Patented claim 1 also contains "A" 
and "B" moieties, wherein the "A" moiety may be a carboxyl derived from structure lib where Y 
is a single bond, r is zero, s is 1, R 1 and R 2 are both H, and wherein "B" is R 3 N which is an N- 
C 2 -alkyl, whereby "A" and "B" thus correspond to the NCO structure of the instant claim 23 
which links "L" to the peptide backbone. Patented claim 1 further contains a "C" moiety which 
may be a C-linked to the side chain of a naturally occurring amino acid and thus corresponds to 
the R 7 moiety of the instant claim 23. Finally, where "D" is selected as zero, "G" is selected as - 
NR 3 CO- where R 3 is H, "Q" is selected as -C0 2 H-, and "F is a steroid, the structure of instant 
claims 23 is considered to be taught. Since the disclosure describes preferred embodiments in 
liposomes and pharmaceutical^ acceptable diluents thereof, all claim limitations of claims 23 
and 24 are considered to be met. 

12. Claims 23 and 24 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 1 of U.S. Patent No. 6,770,738. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
structure of patented claim 1 encompasses the instantly claimed structure of claim 23. 

Claims 23 and 24 are drawn to PNA oligos up to 30 units long that comprise an "L" 

'J 

moiety which consists of a naturally occurring or non-naturally occurring nucleobase, an "R " 
moiety which consists of the side chain of a naturally occurring or non-naturally occurring amino 
acid, an "R h " moiety which consists of one of OH, NH2, or NHLysNH2, and "R*" and "R j " 
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may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-dii-ect.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been cprrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 

9199. 



JD Schultz, PhD 



